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Augist 4, 1999

Documents Management Braf¢h (HFA-305)
Food & Drug Administrati
5630 Fishexrs Lane #1061
Rockv111’e’, MD 20852
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As a laboratorian, a tagpayer, aﬁd most 1mportantly, a child of aging parents,
I afi writing this lettergggjﬁéfEBﬁal cor.aunication to voice my concerns.
regarding the HFA-305 draft document “dealing with the HCV. Lookback program.

My understanding of the‘propcsed Lookback is that (1) it will use a 19390 HCV
test which has a high percentage rate of false positlve test results, and (2)
it will search historical. records thar are retrievable ad infinitum.

My cohcerns are "risk versus reward." The program would be costly, the
benefits would be negllglbletand he _emotional distress it could cause our
elderly population (the age group most affected by the results of the

Lookback) is frightening and unnecessary.

Please consider a proactlve‘versus a_ reactive approach to. the Lookback! IDEA:
As patientg who where prEVIUusly transfused present to a physician’s office or
hospital, test for HCV. And/or, p0551bly, 1nclude a test for HCV to the

annual physical exam.

Thank you for you consideration of my concerns.
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